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REMARKS 

The Examiner's Office Action mailed November 27, 2009, which rejected 
ail pending claims, has been reviewed. Reconsideration in view of the foregoing 
amendments and emarks s r* < 1 More ve Applicants I \ 

reviewed the Office Action of November 27, 2003, and submit that the following 
amendments and remarks are responsive to all points raised therein. Applicants 
believe that currently pending claim 1 is now in form for allowance. 

Status of Cjajms 

Claims 1 and 3 are pending in the application. Claim 1 has been 
amended to further specify the structure of the tablet. Support for the 
amendment to claim 1 can be found, for example, at page 4, lines 9-17 of the 
specification New claim 3 has been added. Support for new claim 3 can be 
found, for example, at page 1, lines 15-20; page 3, lines 16-24; page 4, lines 1-8; 
and the example of the specification. No new matter has been added. 

^itf ^ " - <^ r ^ Or , > " £ _a 

being unpatentable over Faour et at. (US 8004582) in view of Thombre (US 
Patent Application Publication 200301 75326), Gemaro , 1990, and Federal 
Registry, 1997 (vol. 82(139) 38906-38907) as modified by Federal Registry, 1999 
(vol. 64(171) 48295). 

The present Invention is directed to an uneoated tablet. Claim 1 requires 
iftai the uneoated tablet include from 20 to 45% by weight enrofioxacin, from 18 
to 35% by weight of lactose, from 5 to 10% by weight mlcrocrystalline cellulose, 
and from 5 to 20% by weight of meat flavor. New claim 3 requires the same 
i - rations as eta n bi I fm ie , uires that the tablet include from about 10 to 
about 40% by weight of maize starch : from about 1 ,5 to about 4% by weight 
polyvinyl oyrrolidone, from about 0.05 to about 0.3% by weight colloidal silicon 
dioxide, and from about 0.4 to about 1% by weight magnesium stearate. 
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as stated i - the MPEP - ,cgv n the 

preamble that limits the structure of the claimed invention must be treated as a 
claim limitation," 1 

Claim 1 and claim 3 require that the tablet be an uncoated tablet. Both the 
Faour and Thombre reference teach away from the present invention as they 
both discuss coated formulations. The Federal Registry only teaches that 
enrofloxacin tablets have been administered to dogs. The combination of these 
references, may guide someone skilled in the art to develop a coated tablet with 
enrofloxacin that includes lactose and mlcroerystailine cellulose, but this would 
be substantially different than the tablet of the present Invention. 

Nevertheless, the Applicants also provide the fo it onal 

argumentation, it is generally known that palatabiilty of drugs can be increased 
by adding suitable aromas and/or flavoring. Thombre is one example used by 
the Examiner, however others have used meat flavoring as well It is also 
generally known that these substances frequently Impair the mechanical 
properties of a tablet to a degree which is unacceptable in practice. To 
overcome such disadvantages the choice of optimal ingredients as well as the 
choice of each ingredient's concentration Is Important. 

The unexpected properties of the present invention is that by choosing the 
ppropriate edients e appropriate - et containing 

enrofloxacin and meat flavor are made having acceptable mechanical properties. 

s can b€ i ed data and declaration by Dr. Kanikanit In 

this experiment a tablet of the present Invention (Batch no, 1184) was compared 
fo a tablet having standard ingredients (exchange of microerystaiiine cellulose 

! iron •••• Bat For its cru gt md 

friability a? different compression forces Please see attachment A for a 
description of the composition of the tablets tested, manufacturing process, and a 
des ion of the iefe nination of the crushing s \ e * a Theia 
of the present invention has considerably higher crushing strength and lower 
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friability than the make starch only tabiel I . is were teste iccording to 
the LISP friability test which is used to determine the abrasion resistance 
(-friability) of the tablets. The abrasion ;s required to be below 1% by the United 
States Pharmac« piea (See USP 23 oage 198 att< - - \ oi testing 
method and range), for the tablet of the present invention, no abrasion was 
detected. For the maize tablets made with a compression force of 10 to 20 kM, 
they broke in the abrasion test. For the maize tablets made with 30 KM, they had 
an abrasion of 7.88%= which is unacceptable (higher than 1% allowed). As Or. 
Kanikanti stated in his declaration : the significant difference between crushing 

common tiller, to mieroerystalHne cellulose and lactose. It is surprising that the 
present formulation, combination of microcrystailine cellulose and lactose, made 
the tablet perform so well. 

As such, Applicant submit that claim 1 Is patentable over Faour et si. In 
view of Thornbre, Gennaro, and Federal Registry, 1997 as modified by Federal 
Registry, 1999. Similarly. Applicants submit that new claim 3 Is also patentable 
over the references cited by the Examiner. 

Conciusio 

Applicants respectfully submit that the pending claims are now in form for 
allowance. 

The Commissioner s hereby authorized to charge any fee oei'mienm 
credit any overpayment in connection with this amendment to Deposit Account 
No. 50-4260. 

Respectfully submitted, 

/JESSICA MONACHELLO/ 

Jessica Monacheilo 
Reg. No. 58.015 
BAYER HEALTHCARE LLC 
P.O. Box 390 

Shawnee Mission, KS 66201 
Tel: 913-288-2038 
Fax: 913-268-2889 
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MSSillOenlA 
The composition of the two formulations is as follows: 
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when the jaws rnove The force sr; Newions required to crush the tablets is noted. This ss a routine 
procedure clone by the sfclied person < toe art for determining the tabrel hardness With 
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